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Docket No. 2004N-0264, “Federal Measures to Mitigate BSE Risks: 
Conriderations for Further Action” ” 

On behalf of The Humane Society ofthe United States (HSUS) I would like TO take 
this opponunity to submir comments regarding the Advance Notice of Proposed 
Rulemaking “Federal Measures to Mitigate BSE Risks: Considerations for Further 
Action.” As the country’s largest animal prorection organization with more than 8 
million supporters nationwide, we are deeply concerned about the potential impact 
of transmissible spongiform encephalopathies (TSEs) on animal heahh. We are 
disappointed with the lack of progress made by the Food & Drug Administration 
(FDA) in closing loopholes in animal feed rules which could allow the spread of 
TSEs through contaminated feed. 

Upon discovery of a Washington State cow suffering from Bovine Spongiform 
Encephalopathy (BSE), the U.S. Department of Agricuhre (USDA) immediately 
announced prudent changes such as banning non-ambulatory disabled cattle 
(downers) from the human food supply.’ On January 26,2004, the FDA also 
announced that it would strengthen its anima1 feed rules because %e must never be 
sarisfied with the status quo where the he&h and safety of our animals and our 
population is at stake.” It has yet TO follow through with these changes. Secretary 
Thompson publicly pledged to cIose identified loopholes in the FDA feed ban 
regarding the use of blood, poultry litter, and plate waste, and to require dedicated 
production and transportation equipment to minimize risks of cross-contamination 
- ali to be effective “‘immediately upon publicarion” of an interim final rule2 The 
subsequent publication in July of this Advance Notice of Proposed Rulemaking - a 
much more tentative step that may never yield a final rule - is an alarming set-back. 
Any fiuther delay needlessly puts animal {and human) health at risk. 

The FDA has an opportunity to show true leadership by moving forward and acting 
on the premise that BSE is likely circuhing in Nor&h American cattle and that G/e 
are likely to find more cases. It has been suggested that for each clinically affected 
animal identified, many animals are infected or exposed.? This notion is supported 
by the USDA Foreign Animal and Poultry Disease Advisory Commirtee’s 
Subcommittee on the United States’ Response to the Derection of a Case of Bovine 
Spongiform Encephalopathy (hereafter referred to as ‘the subcommittee’).4 The 
FDA’S Dr. Crawford was quoted as saying that the subcommittee had “convinced 
us that there is a grearer risk of a.mpMicadon, than previously believed,“’ 
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The U.S. General Accounting Office’s (GAO) 2002 report on “Mad Cow Disease” 
concluded that “federal actions do not sufficiently ensure that all BSE-infected animals or 
products are kept out or that if BSE were found it would be detected promptly and not 
spread to other cattle through animal feed or enter the human food ~upply.~‘~ 

We are concerned that FDA may be waiting for anotha case of BSE to surface in the 
U.S. before acting decisively to tighten the feed rules.’ The animal and human health 
implications as well as the impact on consumer confidence of another BSE case are roe 
serious to be mereIy reactive; rather a proactive approach is needed. We therefore urge 
the FDA to implement quickly changes as follows: 1) ban specified risk materials 
(SRMs), dead stock, downers, and cattle showing signs of a central nervous sysrem 
(CNS) disorder and/or resting negative for rabies from all animal feed, including pet 
food; 2) ban a11 mammalian and poultry proteins with the exception of milk (including 
blood, plate waste, and pouluy her} immediately Corn ruminant feed, and as soon as 
possible from all other farm animal feed; 3) require dedicated facilities and equipment so 
that animal feed is nor conraminared with prohibited material; and 4) strengthen 
enforcement of the feed rules with more frequent inspections of facilities, more direct 
testing of feed content and less reliance on industry self-reporting, and more meaningful 
sanctions for non-compbance. The need for these changes is explained in the following 
sections. 

I) Ban use of high-risk materials in all animal feed, including pet food 

We agree with the subcommittee’s approach that preventing potentially infective tissues 
from ever enrering the animal feed chain is crucial. Therefore, as the subcommittee 
suggests, prohibiting SRMs (the brain, skull, eyes, trigeminal ganglia, spinal cord, dorsal 
root ganglia, and venebral column of cattle 12 months or older and the tonsils and disra1 
ileum of the small intestine of al1 cartle), in which the abnormal prions that cause BSE are 
concenrrared, is a sensible first step.’ SRN removal fkom the feed suppIy is further 
supported by the 2003 Harvard Risk Assessment which found that a ban on SRMs from 
both human food and anima1 feed reduces the predicted number of BSE cases, following 
introduction of ten infected cartle, in cattle by 90% and rhe porential human exposure by 
95%.’ Also, both the World Heahh Organization (WHO) and the United Nation’s Food 
and Agriculture Organization 

\ 
FAO) recommend that SRMs nor be permitted to enter any 

food chain (human or animal). *J’ 

The removal from animal feed of downers, dead stock (animals that have died on the 
farm), cattle showing signs of a CNS disorder, and cattle who appear rabies-suspect but 
test negative would add another important layer of protection since these animals have a 
greater incidence of BSE than the general population. A Swiss study (one of several cited 
by USDA) found that downer catrle are 49 to 58 times more Iikely to have BSE than 
cattle identified through passive surveillance (i.e., those reported to veterinary authorities 
as BSE-suspect based on clinical observation).‘2*‘3 Hence, the USDA has imposed a 
complete prohibition on use of downed cattle in the human food supply, regardless of the 
reason an animal is non-ambulatory (in recognition of the difficulty of correcdy 
derermining why the animal is downed and the fact that injury and iilness are often 

2 



Aupl3-04 04:51Pm F r om-FA/CA 3081 T-843 P.04 F-1 11 

interrelated). ‘The Harvard Risk Assessment found that prohibiting the rendering of 
animals that die on the farm would remove a great deal of potenrial contamination in the 
animal feed chain and reduce average predicted cases of BSE following introduction of 
ten infected catrle by 80%.14 Preventing rhe entry of the highest-risk animals (downers, 
dead stock, CNS-suspect, and those that test negative for rabies) into the animal and pet 
feed supply is also sound policy because tie FDA has acknowledged the lack of adequate 
infrastructure at many rendering plana for effective removal of SRMs. Given those 
limitations, it makes sense ro prohibit the highest-risk animals from feed altogether. Also, 
a ban on these animals is important because, although cattle muscle has not yet been 
shown to contain the infecrious prions, recent studies have found &em in the muscle of 
orher species. In 2002 the abnormal prions rhat cause TSEs were found in mouse muscle, 
and in 2004 researchers found them (albeit at much lower levels than in the brain) in 
sheep muscle several months before clinical disease onser.15”6 This raises the real 
possibility that increasing sensitiviry and sophisticarion of testing procedures could reveal 
infectious pi-ions in carrle muscle. In ligbr of this concern, prohibiting only SRMs does 
nor provide adequate protecrion and ir is prudent to keep the high-risk animals altogether 
fram animal feed and pet food. 

There is strong evidence that cats are susceptible to BSE and we therefore urge FDA to 
prohibit immediately the use in pet food of any SRMs, downers, dead stock, or cattle 
showing signs of a CNS disorder or testing negative for rabies. There have been 
confirmed cases of Feline Spongiform Encephalopathy in appror;imarely 100 cats in 
Europe. More than a rhlrd of U.S. households own at least one cat and there are 
approximately 77.6 million pet cats nationwide, according to a 2002 survey. As a 
testament to rhe importance of these cats to their owners, the top-rated benefit of cat 
ownership is identified as companionship, love and company by almost nine out of ten 
car owners.*’ Since the FDA is charged with ensuring the safety of the food cars 
consume, we feel it would be reckless nor 10 prohibit the inclusion of the high risk 
materials enumerated above in pet food. FDA has recog&ed the necessity of probibiting 
rhcse materials in human food, dietary supplements, and cosmetics, through irs Interim 
Final Rule published on July 14,2004. This same protection must be extended ro our 
nation’s pets, Furthermore, ir is reckless to allow high risk mater%& in pet food given the 
potential for cross-contamination with nrminanr feed during processing, distribution, and 
use on the farm. We note that the pet food industry appears to be moving in this direction, 
as they are increasingly demanding protein that is &ee of SRI%‘” lams, one of the 
largest pet food companies, makes a point of claiming on its website that “We do not use 
any head (including brain), spinal column, tonsils or intestines from beef in any of our 
lams or Eukanuba formulas.“‘g But there must be an across-the-board rule for all 
manufacturers in order ‘IO ensure safe pet food production- 

The measures discussed above are consistent with measures introduced by rhe Canadian 
Food and Inspection Agency (CFIA). The CFIA inrends to require the removal and 
redirection of SRM and dead stock and downer cattle from all animal feed, including pet 
food. Its risk analysis found rhar removing SRM from animal feed will hasten a reduction 
in BSE incidences in North America by preventing furure disease spread.2o.2’ Considering 
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the large amount of trade between Canada and the U.S., it would seem sensible to have 
similar feed regulations in order to reduce confusion and trade barriers. 

We recognize that the ban on use of high-risk cattle for animal feed and pet food could 
have some financial impacts associated with alternative, environmentally sound disposal- 
But these concerns must be weighed against the potentially enormous costs to industry 
and society of allowing feed contamination, with resulting BSE cases and possibly 
human infections. Moreover. it is hoped that industry is beginning to take extra care TO 
prevent animals from becoming non-ambulatory as a resulr of the USDA and FDA bans. 
Temple Grandin - advisor to the American Meat Institute, McDonald’s, and others - long 
ago explained in Meat & Poultry Magazine that “‘Ninety percent of all downers are 
preventable.” With improved handling and animal husbandry practices, industry can 
reduce the already relatively small percentage of downer cartle (estimated by USDA in 
January 2004 to be 0.4 percent KO 0.8 percent of the total number of cattle slaughtered). 

2) Ban use of say mammalian spld poultry protein in ruminanr feed, then in all farm 
animal feed 

FDA,should immediately prohibit the use of a11 mammalian and poultry protein (except 
milk) in ruminant feed, including blood and blood products, plate waste, and poultry 
litter. We find it disturbing that FDA has backtracked on its January 2004 promise to 
issue a final rule to close the loopholes on blood, plate waste, and poultry litter, and we 
strongIy urge the agency to go forward expeditiously with these important prohibitions. 
Blood from cows, which is routinely fed to calves as part of their miIk formula, poses 
unwarranted risks. FDA’S January 26”’ press release noted that “recent scienrific evidence 
suggests that blood can carry some infectivity for BSE.““’ There is growing support for 
this contention. For example, one study found that it is possible to transmit BSE to a 
sheep by transfusion with whole blood raken from another sheep that was infected with 
BSE but in the symptom-free phase. 23 And a recent human case of variant Creutzfeldt- 
J”;&&isease (KJD) has been linked to a blood transfusion from a donor who died of 

Allowing the continued use of plate waste (uneaten meat and other scraps from 
restaurants) confounds FDA’S ability to determine the content of animal feed and ensure 
it is free of prohibited materia.Lzs 

Feeding poultry litter to ruminants is also risky - as well as unnatural and offensive. It is 
a practice that is met with widespread revulsion when it receives public attention. 
Recycled poultry litter often contains spilled feed that may have prohibited proteins. So 
chickens are fed ground up cow parts and cows, in turn, are consuming left-over chicken 
feed with cow parts in it, Poultry litter also contains large quantities of manure, which 
nay contain infectious prions. Experiments with mice that were infected with scrapie (a 
TSE affecting sheep) showed that a detectable amount of infectivity passes through the 
gut-26 In addition, using pouhry manure in animal feed poses other risks because ir 
contains pathogens, drugs and their metabolites, and miner&s and heavy metals,27 
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The FDA should ban rhe use of all mammalian and poultry protein from ruminant feed in 
short order. According ro WHO, tie digestive contents and fecal material from Iivestock 
or poultry being fed with meal and bone meal (which may be contaminated wirh BSE) 
should not be used as feed ingredients.2” Furrhermore, rendered porcine products should 
be prohibited because pigs have been shown to be capable of conrracring a TSE in a 
laboratory setting.2p We note that the Harvard Risk Assessment did ROI: consider the 
feeding of rendered swine ro carrle because this pracrice is considered expensive and 
uncommon; therefore, it should be liale or no burden on industry ro have this practice 
prohibited.” There are also concerns that livestock could be silent terriers. A study of 
mice with infectious prions acquired from hamsters found the mice did nor become sick 
bur instead accumulated prions rhat could infect other mice. This raises the possibility 
that livestock such as swine, fed with BSE-contaminated animal protein, could remain 
healthy bur accumulate prions in their CNS3’ While this research is in izs preliminary 
stages, it illustrates that our knowledge of TSEs is still evolving and raising new 
possibilities for the spread of these diseases. In light of this, FDA should err on the side 
of caurion and prohibit all mammalian and poultry protein from nuninant feed 
immediately. 

We further urge FDA to phase out rhe feeding of mammalian and poultry protein ro all 
farm animals (not just ruminants) as soon as possible. Such a blanket rule would help 
prevent cross contaminarion and aiIow betrer enforcement. There is a well-documented 
risk of cross contamination at feedmills and on farms in countries where meat and bone 
meal (MBM) is fed exclusively to pigs and pouluy. in the European Union, cross 
conmmination of ruminant feed with MBM destined for pigs and chickens probably 
sustained the spread of BSE.32 In recognition of rhis, the use of mammalian MBM to feed 
any fam animal has now been prohibited in the United Kingdom.33 The European Union 
has also introduced a ban on the feeding of processed animal protein to animals kept for 
food production.34 This approach makes even more sense because other illnesses besides 
BSE can also result from high-risk feed with animal proteins in it, such as foot and mouth 
disease. 

3) Require dedicated equipment and facilities for handling and storing feed and 
ingredients during manufacturing and transponation 

Cross conramination of ruminanr animal feeds, which can occur during production and 
distribution, as well as on farm due ro inappropriate use, is a real concern. We therefore 
strongly urge the FDA to require that feed manufacturers and distributors maintain 
dedicated equipment and facilities. This is a necessity given how lirrlc BSE agent is 
required for infection. Recent research shows thar as little as 0,Ol grams of the BSE agent 
can be an infectious dose, and researchers believe additional studies may uncover a still 
lower dangerous dosage.35 The abnormal pri o n s that cause BSE are highIy resistant to 
destruction, so equipment cannot be readily decontaminated.36 
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4) Strengthen enforcement of feed rules 

We commend the FDA for its commirmenz IO increasing inspections of feed milk and 
rendering plants. However, the GAO’s 2002 report seriously called inro question the 
efficacy of the FDA’S enforcement of the feed ban. &nong rhe flaws cited were too 
infrequent inspections, use of warning lerters for violations without meaningful follow- 
up, and an inadequate database.37 We are aIso concerned thar FDA relies too heavily on 
industry self-reporting without direct resting of feed supplies for prohibited proteins. And 
we are concerned that FDA cedes too much oversight responsibility to state government 
entities whose budget con.snainrs may result in comer-cutting, Without strong federal 
enforcement and penalties the feed rules offer little protection. We encmarage FDA IO 
rake steps, through adminisuation budget requests and improvemems in utilizarion of 
resources, to ensure the strongest possible enforcement of these important rules. 

In conclusion, we urge the FDA to ban immediately high-risk materials (SRMs, downers, 
dead stock, and cattle suspected of CNS disorders) from all animal feed including pet 
food, and all mammalian and poultry protein including blood, plare waste, and pouluy 
litter from rumim+nt feed, with a goal of eliminating all such protein Tom non-ruminanr 
fm animal feed in the near fumre:. We also urge FDA to require immediately dedicated 
facilities and equipment to reduce risks of cross contamination, and to improve 
inspecrions and other enforcement efforts. We appreciate the opportunity to provide our 
commenrs on this urgent matter and hope you will move forward quickly on these 
recommendations. The health and welfare implications for all a&n&, including humans, 
make this issue an extremely important one. Thank you for your time and consideration. 

Sincerely, 

Wayne Pacelle 

President and CEO 
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